
MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION 
CENTER FOR DRUG EVALUATION AND RESEARCH 

oF@p@ ~F'~%NW'I&?D~~ 

DATE: November 06, 2000 

FROM: 

THROUGH: 

Gregg Davis 
Chief, Regulatory Support Branch & O-T-flw- .?Dcm 
Division of Labeling and Program Support ~ 

Peter Rickman 
Acting Director, Division of Labeling and Program 
Support 

SUBJECT: Statistical Report - Month of October, 2000 

TO: See Below 
I 

This memorandum represents the Office of Generic Drugs' 
statistical report for October, 2000. 

Tables I through III detail quantitative information about OGD's 
receipts, actions, and pending review status for both original 
and supplemental (CMC and labeling) applications for the past 
month and for the 11 preceding months. Following the tables, 
graphic presentations of selective quantitative data are 
provided. These graphs allow comparisons to similar data dating 
back to 1995. Where appropriate, the graphs have been modified 
to reflect the change of AADAs to ANDAs as a result of the 
elimination of Section 507 of the FD&C Act under FDAMA. 

Approvals for the month of October include 21 new generic full 
approvals and 3 tentative approvals. Of the 24 approvals, 9 
applications were approved as first generics. Separate lists of 
the approvals for the month of October follow the graphic 
presentations. 
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Note: Tentative Approvals (TA) are applications that have been approved by the office pending patent expiration. TAs are counted as approvals 
subsequently when approved. For example, 44 of 66 approvals for Feb 1996 were previously TA’d. The large number of approvals resulted from a 
drug coming off patent in February. 
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Chemistry, Manufacturing & Controls Supplements 
Awaiting OGD Action 
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Please note that abrupt changes in the level of pending supplements (e.g., the increase in October 1998) are the result of global submissions 
to all applications held by a single firm. Changes other than these will be explained separately. 
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Median ANDA CMC Supplement Review Time 

Expedited/Minor Amendments 
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1 - Times correspond to actual applications received. The new ANDA/AADA submission policy that went into effect l/1/91 allows certain variations in a drug product to be 
included in a single application. 
2 - In September 1991, the OGD started implementation of the Application Integrity Policy by suspending review of applications suspected of being tainted by fraud. AIP 
time has been subtracted from review time above for the period after 9/91_ However, before the AIP went into effect, the review of many applications suspected of 
containing fraudulent data were suspended. These suspensions were not recorded in the MIS and are reflected in the above chart. 
3 - Global Supplements are Collapsed 
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Median ANDA Review Cycle (Months) 
Original Applications & Major Amendments 
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1 - Times correspond to actual applications received. The new ANDA/AADA submission policy that went into effect l/1/91 allows certain variations in a drug product to be 
included in a single application. 
2 - In September 1991, the OGD started implementation of the Application Integrity Policy by suspending review of applications suspected of being tainted by fraud. AIP 
time has been subtracted from review time above for the period after 9/91. However, before the AIP went into effect, the review of many applications suspected of 
containing fraudulent data were suspended. These suspensions were not recorded in the MIS and are reflected in the above chart. 
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Please note that abrupt changes in the level of pending supplements (e.g., the increase in October 1998) are the result of global submissions to all 
applications held by a single firm. Changes other than these will be explained separately. 
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Mean and Median ANDA Review Cycle (Months) 
Original Applications & Major Amendments 
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1 - Times correspond to actual applications received. The new ANDAJAADA submission policy that went into effect l/1/91 allows certain variations in a drug product to be 
included in a single application. 
2 - In September 1991, the OGD started implementation of the Application Integrity Policy by suspending review of applications suspected of being tainted by fraud. AIP 
time has been subtracted from review time above for the period after 9191. However, before the AIP went into effect, the review of many applications suspected of 
containing fraudulent data were suspended. These suspensions were not recorded in the MIS and are reflected In the above chart. 



Office Of Generic Drugs ANDAs Approvals 
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October 2000 

2 . 75-361 ISOSORBIDE MONONITRATE 
TABLETS 20 MG 

3 . 75-468 CLONAZEPAM TABLETS, USP 
0.5MGlMG2MG 

4 . 75-613 BUPROPION HYDROCHLORIDE 
TABLETS 75 MG 100 MG 

5 . 75-426 DOXAZOSTN MESYLATE 
TABLETS 1 MG (BASE) 2 MG 
(BASE) 4 MG (BASE) 8 MG 
(BASE) 

6 . 75-432 DOXASOZM MESYLATE 
TABLETS 1 MG (BASE) 2 MG 
(BASE) 4 MG (BASE) 8 MG 
(BASE) 

7 . 75-453 DOXASOZTN MESYLATE 
TABLETS 1 MG (BASE) 2 MG 
(RASE) 4 MG (BASE) 8 MG 
(BASE) 

1 . 40-304 OXYCODONE AND 
ACETAMLNOPHEN CAPSULES, 
USP 5 MG/500 MG 

8 . 75-466 DOXASOZIN MESYLATE 
TABLETS 1 MG (BASE) 2 MG 
(BASE) 4 MG (BASE) 8 MG 
(BASE) 

9 . 75-536 DOXAZOSIN MESYLATE 
TABLETS 1 MG (BASE) 2 MG 
(BASE) 4 MG (BASE) 8 MG 
(BASE) 

10 .75-574 DOXAZOSTN MESYLATE 
TABLETS 1 MG (BASE) 2 MG 
(BASE) 4 MG (BASE) 8 MG 
(BASE) 

11 . 75-580 DOXAZOSIN MESYLATE 
TABLETS 1 MG (BASE) 2 MG 
(BASE) 4 MG (BASE) 8 MG 
(BASE) 

BARR LABORATORIES, INC. 

WESTWARD 
PHARMACEUTICAL CORP. 

1 o/5/00 

TORPHARM 1 O/6/00 

EON LABS MANUFACTURING, 
INC. 

10/10/00 

CHELSEA LABORATORIES, INC. 10/l 8/00 

INVAMED INC. 

ZEMTH GOLDLINE 
PHARMACEUTICALS, INC. 

GENPHARM, INC. 

TEVA PHARMACEUTICALS USA 

PUREPAC PHARMACEUTICAL 
co. 

TORPHARM 

1 o/2/00 

1 O/l s/o0 

1 O/l s/o0 

10/18/00 

10/18/00 

10/18/00 

10/18/00 



12 . 75-609 DOXASOZIN MESYLATE KV PHARMACEUTICAL 1 Oil 8100 
TABLETS 1 MG (BASE) 2 MG COMPANY 
(BASE) 4 MG (BASE) 8 MG 
(BASE) 

13 . 75-646 DOXAZOSIN MESYLATE EON LABS MANUFACTURING, 1 Of 18100 
TABLETS 1 MG (BASE) 2 MG INC. 
(BASE) 4 MG (BASE) 8 MG 
(BASE) 

14 . 75-509 DOXASOZIN MESYLATE MYLAN PHARMACEUTICALS, 1 O/l 9fOO 
TABLETS 1 MG (BASE) 2 MG INC. 
(BASE) 4 MG (BASE) 8 MG 
(BASE) 

15 . 7.5-641 MIDAZOLAM APOTHECON INC. 10/19/00 
HYDROCHLORIDE INJECTION 5 
MG (BASE)iML (2 ML SYRINGE) 

16 . 40-409 HYDROCODONE BITARTRATE MALLINCKRODT, INC. 
AND ACETAMINOPHEN 
TABLETS, USP 5 MGi325 MG 

10120/00 

17 . 75-203 PROPAFENONE WATSON LABORATORIES, INC. 1 O/24/00’ 
HYDROCHLORIDE TABLETS 150 
MG 225 MG 

18 . 75-687 CARBAMAZEPINE TABLETS, TAR0 PHARMACEUTICAL 
USP (CHEWABLE) 100 MG INDUSTRIES, LTD. 

1 O/24/00 

19 . 75-471 LEUPROLIDE ACETATE 
INJECTION 1 MG/0.2 MG 
(MULTIPLE-DOSE VIAL) 

GENSIA SICOR IO/25/00 
PHARMACEUTICALS, INC. 

20 . 75-564 RANITIDINE CAPSULES 150 MG GENPHARM INC. 1 O/27/00 
300 MG 

21 . 75-637 MIDAZOLAM APOTEX CORP. 1 o/3 l/O0 
HYDROCHLORIDE INJECTION 1 
MG (BASE)NL 5 MG (BASE)/ML 



Office of Generic Drugs ANDAs Tentative Approvals 
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October 2000 

1 . 75-297 PACLITAXEL INJECTION 6 ZENITH GOLDLINE 1 O/l o/o0 
MGNL PHARMACEUTICALS, INC. 

2. 75-67 I MEGESTROL ACETATE ORAL PAR PHARMACEUTICAL, INC. 1 O/23/00 
SUSPENSION 40 MG/ML 

3 . 75-616 NIZATIDINE CAPSULES, USP 150 DANBURY PHARMA CAL, INC. 1 O/25/00 
MG 300 MG 



Office of Generic Drugs Approved Drugs Lug - First Time 

SUB Date 

7/15199 

Type 

TA 

Trl Date AP Dare 

I O/23/00 

Innovator co Reference Drug 

BRlSTOL MYERS iMEGACE ORAL 
SQUlBB SUSPENSTON 

PFIZER CARDURA 
LABoRAToRlEs TABLETS 

PFlZER CARDURA 
LABoR4ToRlEs TABLETS 

ANDA h’o Established Nam~oaage Form and Slregnth 

75-671 MEGESTROL ACETATE ORAL SUSPENSION 40 
iVlG/hJL 

Applicani 

PAR PHARMACEUTICAL, lNC. 

GENPHARM, INC. 

TORPHARM 

CHELSE.4 LABOR4TORlES, 

EON LABS MANUFACTURING, 

PUREPAC PHARMA CEUTICAL 

TEVA PHARMACEUTICALS 

ZEhWH GOLDLINT! 

WATSON LABORATORLES, 

9128198 AP 10/18/00 75-466 DOXASOZIN MEWLATE TABLETS 1 MG 
(BASE) 2 MG (BASE) 4 MG (BASE) 8 MG (B.4SE) 

2/l 2199 AP 

8/3/Y 8 Iv 

1 O/l E/O0 75-580 

75-426 * 

DOXAZOSTN MEWLATE TABLETS 1 MG 
(BASE) 2 MG (BASE) 4 MG (BASE) 8 MG (BASE) 

10/18/00 PFIZER CARDURA 
LABORATORIES TABLETS 

DOXAZOSIN MESYLATE TABLETS 1 MG 
(BASE) 2 MC (BASE) 4 MG (BASE) 8 MG [BASE) 

10/18/00 PFIZER 
LABORATORIES 

CARDURA 
TABLETS 

DOXAZOSIN MESYLATE TABLETS 1 MG 
(BASE) 2 MG (BASE) 4 MG (BASE) 8 MG (B.4SE) 

6/10/99 AP 75-646 

2lu99 AP 

12r28/98 AP 

IW18/00 PFIZER 
LABORATORIES 

CARDURA 
TABLETS 

75-57-l DOXAZOSIN MEWLATE TABLETS 1 MCI 
(BASE) 2 MG (BASE) 4 MG (BASE) 8 MG (BASE) 

I O/l 8/00 

IO/IB/00 

PFIZER 
LABORATORIES 

CARDURA 
TABLETS 

75-536 DOXAZOSIN MESYLATE TABLETS 1 MG 
(BASE) 2 MG (BASE) 4 MG (BASE) 8 MO (BASE) 

12/30/98 AP PFIZER 
LABORATORIES 

CARDURA 75-453 DOXASOZIN MESYLATE TABLETS 1 MG 
(BASE) 2 MG (BASE) 4 MG (BASE) 8 MG (BASE) 

9f 15197 AP 10/24/00 KNOLL 
PHARMACEvrIr 
AL co. 

RYTHMOL 
TABLETS 

PROPAFENONE HYDROCHLORIDE TABLETS 
150 MG 225 MG 

75-203 
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